Bbinucka
u3 ['ocyrapcTBeHHOI0 peecTpa MEAMUUHCKUAX M3/1eJIMH U OPraHUu3auui
(MHAMBUIYAJBbHBIX NPEANPUHUMATEJIEN), OCYLHIECTBJIAIIUX IPOU3BOJACTBO U

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIuii, 1o cocTosiHuio Ha 13:20 18.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 188913;
2. Craryc: [eticTByer;

3. Perucrpanmonnsiii Homep MmeaunuHckoro uznenus: P3H 2020/13000 (EPYJI - '004-00110-
00/02922379);

4. Jlata mepBUYHOM rOCYIapCTBEHHON PETUCTPAIIMU MEIUIIMHCKOTo m3aenus: 22.12.2020;
5. Jlata BHeceHUs U3MEHEHUM B MeaunHcKoe uzaenue: 02.06.2025;

6. [lepuon nevictus Bepcuu: ¢ 02.06.2025;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HanMeHoBaHME MEIUIIMHCKOTO U3IETHS: Y CTPOUCTBO JUIsl SKCTPAKIIUN YHAOKAPIUATBHBIX
snekTpoaoB LLD ¢ npuHaaieKHOCTIMU

BAapUAHTHI UCTIOJTHEHUS:

I. YcTpoiicTBO uist 9KCTpaKMK SHI0KapAHAIbHBIX 37eKTpoioB LLD Ne 1, B ymakoBkax no 1 unu 3
IIT., B COCTaBE:

1. YcTpoiicTBO Ui SKCTpaKIUU 3HI0KapAuabHbIX 31ekTpoaoB LLD Ne 1, BHyTpeHHUil tuameTp
anekrpona 0,013 - 0,016 mroiiMoB.

2. Cruner st ounctku Ne 1.

3. DKcmtyaTallioHHasi TOKyMEHTALUs Ha 3JIEKTPOHHBIX U / U OyMa)kKHBIX HOCUTETISX.
[IpunaiexxHOCTH:

1. Pexxyriee ycTpoicTBO JIJIsl 2JIEKTPOIA.

2. HaGop npuHaaIe)XHOCTEH, B COCTaBE:

- pacUIMpPUTEIb OIUIETKY;

- myn Ne 1, E/EZ;

- mym Ne 2, 3.

II. YeTpoiicTBO 11 SKCTpaKIMK SHA0KapAualbHbIX a1ekTpoaoB LLD E, B ynakoBke no 3 mr., B



coCTaBe:

1. YerpolcTBO U1 DKCTpaKIMK SHAOKApAUAIBHBIX 351eKkTpoaoB LLD E, BHyTpeHHMI tnamerp
anekrpona 0,015 - 0,023 mroiiMoB.

2. Ctunet must ouuctku No 1.

3. DKcmTyatalinoHHas TOKYMEHTAIMs Ha 3JIEKTPOHHBIX U / MU OyMa)kKHBIX HOCHTETISX.
IIpunaiekHOCTH:

1. Pexymiee yCcTpoUCTBO JJIs DJIEKTPOA.

2. Habop npuHaanexHOCTEH, B COCTaBe:

- pacUIUpPUTEIIb OIUIETKY;

- myn Ne 1, E/EZ;

- mym Ne 2, 3.

III. YcTpolcTBO AJ1s1 SKCTPaAKIIUK SHI0KApAUalbHbIX 31ekTpoaoB LLD EZ, B ynmakoBkax no 1 unu 3
IIT., B COCTaBE:

1. YcTpoiicTBO Ui SKCTpaKIUK 3HI0KapAuaibHbIX 31ekTpoaoB LLD EZ, BHyTpeHHuii quamerp
anektpozna 0,015 - 0,023 mroiimMoB.

2. Cturet g ourcTkA Ne 1.

3. DKcmTyatainoHHasi TOKyMEHTAIMs Ha SJIEKTPOHHBIX U / U OyMa)kKHBIX HOCHTETISX.
IIpunaiexHOCTH:

1. Pexytiee yCcTpoUCTBO JJIs SJIEKTPOIA.

2. HaGop npuHaaIe)XHOCTEH, B COCTaBE:

- pacUIMpPUTEIb OIUIETKH;

-y Ne 1, E/EZ;

- iy Ne 2, 3.

IV. YerpoiicTBo 151 SKCTpakMK dHAOKApAUAIbHbIX 251eKTpoaoB LLD Ne 2, B ynakoBkax o 1 wim 3
LIT., B COCTaBE:

1. YeTpoiicTBO Ui SKCTpaKUK 3HI0KapAualbHbIX 1eKTpoaoB LLD Ne 2, BHyTpeHHUi 1uameTp
anekrposa 0,017 - 0,026 mroiimMoB.

2. Ctuiet oy ouucTKA Ne 2.

3. DKcmTyaTtaliioHHasi TOKyMEHTAIMs Ha SJIEKTPOHHBIX U / UM OyMa)kKHBIX HOCHTETISIX.
IIpuHaie)KHOCTH:

1. Pexytiee yCTpoUCTBO IS SJIEKTPOA.

2. HaGop npuHaaie)XHOCTEH, B COCTaBE:

- pacUIMpPUTEIb OIUIETKH;

- uyn Ne 1, E/EZ;

-y Ne 2, 3.

V. YCcTpolcTBO M1 SKCTPAKIIUU SHI0KApAUaIbHBIX 1eKkTpoaoB LLD Ne 3, B ynakoBkax no 1 wim 3
IIT., B COCTaBE:

1. YeTpoiicTBO Ui SKCTpaKUK HI0KapAuaIbHbIX 21eKTpoaoB LLD Ne 3, BHyTpeHHUil tuameTp
anektposa 0,027 - 0,032 mroiimMoB.

2. Ctuser 1y1st O4MCTKH Ne 2.

3. DKcmTyaTallioHHas TOKyMEHTAalWs Ha 3JIEKTPOHHBIX U / UM OyMa)kKHBIX HOCHTETISX.

IIpunaiesxHOCTH:



1. Pexy1iee ycTpoHCTBO ISl 3JEKTPOAA.
2. Habop npuHaanexHocTel, B COCTaBe:
- pacIIUPUTEID OIUIETKY;

- myn Ne 1, E/EZ;

-y Ne 2, 3.

9. HaumeHoBaHue opraHu3aliy - yIoJHOMOUYEHHOTO MPEACTaBUTENS] IPOU3BOAUTENS (M3TOTOBUTEIS)
MeIUIUHCKOTo n3aenus: OOIIecTBO ¢ OrpaHMYeHHOI oTBeTcTBeHHOCThIO "OMIJIUTIC";

10. MecTo Hax0/I€HHsI OPTaHU3ALMHU - YIIOJTHOMOYEHHOTO IIPEICTaBUTEIISI POU3BOIUTENS
(m3roroButens) meauimHckoro m3aenus: 123022, Poccus, Mocksa, yn. Ceprest Makeesa, 1. 13;

11. FOpuandeckuit ajipec opraHu3aliiy - yIOJTHOMOYEHHOTO TPEJCTABUTENS IPOU3BOIUTEIS
(m3roroButenst) meauimHckoro m3aenus: 123022, Poccus, Mocksa, yn. Ceprest Makeesa, . 13;

12. HaumeHOBaHuE OpraHU3aluy - IPOU3BOAUTENS MEIULIMHCKOTO U3/EINs WM OpraHu3aluu
W3rOTOBUTEINS MeAUIIMHCKOro u3aenus: "Crnekrpaneruke Kopnopeimn";

13. MecTo HaxOKICHHs OpraHU3alluH - IPOU3BOIUTENS METUITTHCKOTO U3/ICTIHUS WIIK OPTaHU3aIHH
nusrotoButesst MmeaunuHcKoro uznenust: , CILA, Spectranetics Corporation, 9965 Federal Drive,
Colorado Springs, Colorado 80921, USA;

14. FOpunudeckuit aipec opraHu3aliy - MPOU3BOIUTENS METUITTHCKOTO U3/ICTHUS HIIM OPTaHU3aIHH
nusrotoButessi MmeaunuHcKoro uznenus: , CILA, Spectranetics Corporation, 9965 Federal Drive,
Colorado Springs, Colorado 80921, USA;

15. Crpana opraHu3aiuu - IPOU3BOJUTENS] MEAUIIMHCKOTO U3I€THUS WU OPraHU3aluU - U3TOTOBUTEIIS
MeauHckoro m3aenus: Coeauaennnie 11 TaTer;

16. OKII/OKII/2: 32.50.13.190;

17. Kiacc moTeHIIMaIbHOTO prUCKa MPUMEHEHHS] MEAUITMHCKOTO U3/IeNIUs B COOTBETCTBUHU C
HOMEHKJIATypHOU Kiaccuukanue MeTMIIMHCKUX U3CIIUNA, yTBEpK1aeMoli MUHUCTEPCTBOM

3npaBooxpaHeHus Poccuiickoit denepanuu: 3;

18. HaznaueHne MEAUIIMHCKOTO U3/IENNs, YCTAHOBICHHOE IPOU3BOIUTENEM: |

19. Bux MEIUIIMHCKOTO U3/1€1Ms B COOTBETCTBUHM ¢ HOMEHKJIATypHO! Kilaccu(puKanuei MenIuHCKIX
W3JIeNuH, yTBepKaaeMoil MunucrepcTBoMm 3apaBooxpanenus Poceniickont @enepanun: 131730;

20. Anapec MecTta MPOU3BOCTBA WITH U3TOTOBJICHUS MEIUIIMHCKOTO H3AeHs: Spectranetics
Corporation, 9965 Federal Drive, Colorado Springs, Colorado 80921, USA;

21. CBenmenus 0 B3aMMO3aMEHIEMBIX MEIUIIMHCKUX U3ACINIX: ;



22. Monenu MeIUIIMHCKOTO U3AEIN:

Koa Buaa HaumenoBanue Mojaean

131730 I. YerpoiicTBO At SKCTpaKIMK 3HI0KapAUuanbHbIX 31ekTpoaoB LLD Ne 1, B ymakoBkax
mo 1 mr.

131730 . YerpoiicTBO At SKCTpaKIMK 3HI0KapAuanbHbIX 31ekTpoaoB LLD Ne 1, B ymakoBkax
1o 3 miT.

131730 II. YcTpoiicTBO A1t SKCTpAKIMU SHIOKapIHaIbHBIX 31eKTpooB LLD E, B ymakoBke 1o
3 mT.

131730 [II. YeTpoicTBO uIsl SKCTpaKUMU SHAOKapAUalbHbIX 31ekTpoaoB LLD EZ, B ymakoBkax
mo 1 mr.

131730 [II. YeTpoicTBO uIsl SKCTpaKUKU SHAOKapAUalbHbIX 31ekTpoaoB LLD EZ, B ymakoBkax
1o 3 miT.

131730 IV. YcTpoiicTBo A1 SKCTpakuu 3HA0KapAuadbHbIX 31eKTpooB LLD Ne 2, B ynmakoBkax
mo 1 mr.

131730 IV. YcTpoiicTBo A1 SKCTpaKuu 3HA0KapAuaabHbIX 31eKTpo1oB LLD Ne 2, B ynmakoBkax
1o 3 miT.

131730 V. YcTpoiceTBO Uil 3KCTpAKIMU SHAOKapAUaIbHbIX 31ekTpooB LLD Ne 3, B ynakoBkax
mo 1 mr.

131730 V. YcTpoiceTBO Uit 3KCTpAKIMU SHAOKapAUaIbHbIX 31ekTpo1oB LLD Ne 3, B ynakoBkax

0 3 1T.

Brimucka copmupoBana Ha oduninanbHoM caiite DeaepanbHO CiTykObI 110 HaI30pY B cdepe

3npaBooxpaHeHus B cetu HTepHeT: https://roszdravnadzor.gov.ru/.

JAOKYMEHT ITOAIIMCAH
OJIEKTPOHHOU ITOAITNCBIO

Komy seinan: ®EJEPAJIBHAS CJYKBA 11O HAZI3OPY B COEPE 3IPABOOXPAHEHUSA

JeiictBurenen ¢ 2025-08-18 o 2026-11-11



https://roszdravnadzor.gov.ru/

